COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

a. Each label, or other labeling, should be clearly
identified to show its position on, or the manner in which
it accompanies, the market package.

b If the drug is to be offered over the counter, labeling
on or within the retail package should include adequate
ditections for use by the layman under all the conditions
for which the drug is intended for lay use ot is to be
pre ibed ded, or d in any labeling or
advertising sponsored by or on behalf of the li
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8. A full description of the methods used in, and the

facilities and controls used for,the manufactute, process-
ing, and packing of the drug. Included in this description
Should be full information with respect to any new-drug
substance and to the new-drug dosage form, as follows,
in sufficient detail to permit evaluation of the adequacy
of the d ibed o processing, and
packmg and the described facilities and controls to

and directed to the layman. ' If the drug is intended or
offered for uses under the professional supervision of a
practitioner li d by law to admini it, the appli

d

and p the identity, strength, quality,

and purity of the drug:
a . A description of the physxcnl facilities mcludxng
bmldmg and eq ip: used in facturing, p 8

tion should also contain labeling that includ
information for all such uses, mcludmg all che puxposes
for which the ovet-the-counter drug is to be advertised to,
ot represented for use by, physicians.

¢. If the drug is limited in its labeling to use under
the professional surervision of a practitioner licensed by
law to administer it, its labelmg should bear inf ion

ling, storage, and control operations.

b. | A description of the qualifications, mcludmg educa-
tional backg: d and i of the h { and
professional personnel who are responsible for assuring
that the dmg has the safety, identity, strength, quality,
and pumy it purp or is rep dtwp ,and a

of chelr ibilities

for use under which such practitioners can use the drug
for the putposes for which it is intended, including all
the purposes for which it is to be advertised or repre-
sented, in accord with §1.106(b) (21' CFR 1.106(b)). The
application should include any labeling for the drug
intended to be made available to the layman,

d. If no established name exists for a new-drug sub-
stance, the application shall propese a .monproprietary
name for use as the established name for the substance.

e. Typewritten ot other draft labeling copy mny be sub-
mitted for preliminary id ion of an appl Aan
application will not ordinarily be approved priot to the
submission of the final printed label and labeling of the
drug.

/. No application may be approved if the labeling is
false or misleading in any particular.

c. The methods used in the synthesis, extraction,
isolation, or purification of any new-drug substance. When
the specifications and controls applied to such substance
are inadequate in themselves to determine its identity,

. strength, qualixy, and purity, the methods should be

desctibed in sufficient detail, including quanunes used

times, pH, 1 , etc., to

these :ch: isti Al ive hods or variati

in methods within reasonable limits that do not affect
such ch istics of the sub may be specifi

d. Precautions to - assute proper identity, sueugth
quality, and purity of the raw materials, whether active or
aot, including the specifications for acceptance and
methods of testing for each lot of raw material.

e. Whether or not each lot of raw materials is given a
serial ‘number to identify it, and the use made of such

(When mailing pieces, any other labeling, .or advertisi
copy are devised for promotion of the new dxug, samples
shall be submitted at the time of initial di of

b in subsequent plant operations.
FA lf the applicant does not himself perform all the

such labeling and at the time of inicial placement of any
such advertising for a prescription drug (see §130.13 of
the new-dl’ug regulutions) Approval of a supplemental
is ired prior to use of any pro-
motmnal claims not covered by the approved application.)

5. A siatement _as to whether the drug is {or is not)
limited in its labeling and by this application to use
under the professional supetvision of a practitioner
licensed by law to adminiscer it.

6. A full list of the articles used as components of
the drug.  This list should include all substances used
in the synthesis, extraction, or other method of preparauon
of any new-drug sub » and in the of the
finished dosage form, regardless of whether they undergo
chemxcal change or are removed in the process. Each

should be identified by its blished name,
if any, or complete chemical name, using structural
formulas when necessary for specific identification, If
any p:opne(my preparation is used as a component, the
propnezary ‘name should be iollowed by a complete quan-
titative statement of i Reasonable al
for any listed substance may be specified

7. A full of the composition of the drug.
The statement shall set forth the namc and amount of
each ingredient, whether active or not, contained in a
stated quaantity of the drug in the form in which it is to be
distributed (for example, amounc per tablet or per mil-
liliter) and a batch formula representative of that to be
employed for the manufacture of the finished dosage form.
All components should be included in the batch formula
regardless of whether they appear in the finished product.
Any calculated excess of an ingredient over the label

should be desi d es such and percent

processing, packagmg, labeling, and cone
trol opetati for any d ot the d
dosage, form, his statement Adennfymg each person who
will perform any patt of such operations and designating
the part; and a signed statement from each such person
fully describing, directly or by reference, the methods,
facilities, and controls in his part of the operation.

& Method" of preparation of the master formula records
and individual batch records and manner in which these
records are used.

b. The i i used in the f ing,
ing, packaging, and labeling of each dosage form of the
acw drug, including any special precautions observed in
the operations.

i. Adequate information with respect to the chamcxex-
istics of and the test hod: ployed for the
closure, of othet component parts of the drug package 1o
assure cheir suitability for the intended use.

j. Number of individuals checking weight or volume of
each individual ingredient entering into each batch of the
drug.

k. Whether or not the total weight or volume of each
batch is determined at any stage of the manufacturing
process subsequent to making up a batch according to the
formula card and, if so, at what stage and by whom it is
done.

{. Precautions to check the actual package yield pro-
duced from a batch of the drug with the theoretical yield.
This should include a description of the accounting for
such items as discards, breakage, etc., and the criteria
used in accepting or rejecting batches of drugs in the
event of an unexplained discrepancy.

m. Precautions to assure that each lot of the drug is
puckaged wuh the proper label and labeling, including

excess shown. R bl fati may be ified

P fot labeling storage and inventory control.



